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Ms.Marquita Steadman, Esq. 
Mail Code HFS-007 
Phone: (301)827-6733 
Fax: (301)480-5730 

Dear Sir, 

My  name is Kazuaki Kawashima who attended on Food Security and Recall 
Workshops on July 25,2002. 
1 am sorry that I suddenly sent this letter to you. 
I am really worried about the following letters. 
I have some questions about the following papers about Section 305(Registration of 
Food Facilities), Section306 (Establishment and Maintenance of Records), 
Section307 (Prior Notice of Imported Food Shipments), and Section 
303(Admiaisrrative). 
What do we have to do now about those things now? 
Do we have to register before Dec.12.2003? 
Do you have any application forms about those things? 
If we do this, could you please tell me how to do this in details? 
I am really sorry to trouble you, please tell me about those questions. 
Thank you, 

Si cercl AM&- 
Kazuaki Kawashima 
Azuma Foods International 
1787 Sabre Street 
Hayward, CA 94545 
5 10-782-l 112(TeI) 
510-782-2254(Fax) 
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DEPARTMENT OF IlXALm AND - SER'cI1cES 

T-984 P 002/005 F-966 

Public Health Service 

Food and Drug Admhlstratian 

July 17,2002 

Dear Cokague, J?DA Foods Cammuaity: 

The events of September 11,200 1, reinfbrced the need to enhance the security of the U&ted 
States f&d supply. Congress responded by pak.ng the Public Health Security and Bioterrorism  
Preparedness and Response Act of 2002 (‘%he Biokrrolism Act” or %e A$‘) (PL107-1 SS), 
which President Bush signed into law on June 12,2002. * ‘l&z Act is divided into the foUow& 
five titles: 

. Title f - National Preparedness fk Bioterrorism  and Other Public Health lZnw8encies; 

. Title II - Enhan&gControls on Tkngerous Biological Agents and Toxins; 

. Title IIII - Protect& Safkty and %curity of Food and Drug Supply; 

The purpose of &is letter is: (1) fo @ve you an o&w of the four provisions in T3.k I& 
Subtitle A  (Protection of the Food Supply), which require the Food and T)Ng Adnxnka m  
@ D A ) to issue regulations in Bn expedited tinxz per&x& (2) to iafonn you how the Dest 
and FDA will be proceeding; and (3) to solicit cmnment on areas of concern to you and 
suggestions tbr how best to communicate those concws to us. 

A Provisioas Requiring Regulations 

Attachment A provides an informal simmaty of the provisions in Title III, Subt#e A of the 
Biokrrorimn Act. As aoted, the Secretary, through the FDA, is required to propose and issue 
fhd regulations for the fbllowkg f&u pruvisions: 

X  -&ctimn 305 wn of Food FacilitkQ - requires the owner, operator# or agent in 
charge of a domestic or fkeign f&l&y to register with the FDA rw later than December 
12,2003. Fe are liizfhd as any f&tory, warehouse, or estabs iiiduag 
import!= . ‘fk, secretary, through m A  is ra@xI to issue G.t@  xguM.ions addrw 

rqgstration reuuiremenrs no later than December 12.2CtO3; however, food f&ciGties 

‘You may obtain a fillI copy ofthe Act at httm ://thomas.loc.~ov, and sea&kg with Bin 
number H.R 3448. 
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must register with FDA by this date even EFDA has not issued final regu.lati. Tbe 
Biotemxism Act exempts &rms, restmrmts, otbm retail food establisbme&, nonprofit 
i%od estabants in which food is prepared for or served diitly to the CX-J~SLUIW; and 
ii&& vessels (except mch vessels engaged in promming as defined in 21 CM. 
123.3(k)) from the requiremen t to register. Also, tire@ f&ciMes subject to the 
registratin requirement are limited to tbme that manul%chm, process, pack, or hold 
It104 only if food from such &e&y is exported to the United States M&out fiutba 
processing or packaging outside the United States. 

x 

X 

. . 
e n 306 tli%tabl,isbmwrt and Mamtenance of Record& - requires the Secretary, 

e@ FDA. to &+sue fjnal oblations bv December 12.2OQ3, to estabfish reqtiements 
ibr the creation and rxmbmmw of records needed to determine the immdiate previous 
sources and the immediate subsequent rec@ms of food, (Le., one up, one down), Such 
records are to allow FDA to address ered~%le tlmxts of serious advesse heahh 
consequences or deathto l3mmms or anknals. lWities sdject to these provisions are 
those that n3a~M, process, pack, tmmpoti, d%ribute, receive, bold or import food. 
FarrnSand I-tzmwas i3Te exempt film these reqMs* 

Section 307 Prior Notice of Inmorted Food Shiomeats) - reqties W prior mtim of 
lbod ~G~MRCS be g&m to FDA. The notbe must include a description of the art.i&, 
the r-lxabturer and shipper, the grower (ifknown), the country of or&i& the country 
fio5which the article is shipped, and the anticipated port of entry. 
tin& midtions bv bmmber 12.2003.. 

The Secretary, 
while we i%i@ expect 

reguIationstobeissuedbytbisd~,fffllchregulatinm~~tissued,thcstatutestill 
n%pirtts itnpoftm to provide QO ~SS tht~~ 8 hours and no more than 5 day8 notice to FDA 
llmil the R$ul&on takes eil%ct. 

X Section 303 L4duk&Mve Detention] - autharizes the Secretary9 through FDA, to order 
the detention of food ifan o&cm or qualified emplayee fMs credib~ evidence OT 
irnkmation indicating an articb presents a tieat of serious adverse Ix&h consequences 

or cb~h to humans or animals. The Act reqvires the Secretary, through FDA, to iww 
find rqpikttions to expedite court actions on mble foods. No time &ame is 
specified. 

Unless exempted, these provisions apply to & faciI.ities for all types of food products regulated 
by FDA, including dietaxy supplements. 

B. FDA’s Regulation Development Plans 

While the statute establishes ax~~bitious dead&m 5x e.ach of the above provisions, I want to 
underscDrerhattbeSecretarybas~eitc~that~expectsFDAtomeetthem. Ourgoalisto 
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publish proposed regIJk&ms by the end of thick cw year, and we plan to of&~ at &  a 6Q- 
day commeIlt period. 

We ais0 am uomr&ed to receiving and consideriug the input from stek&olders as we develop 
the proposed and final reguiations. Before issuing &ese proposed des, FDA wi.U seek to 
id- stakeholders’ corn ad potential Options for aadressing them . During the conznent 
period, we plan to hold several public rxx&.ngs at various locations across the country to explain 
the prapcrsed regula~ry requirements, answer questions and reCeiv6 additional comment. 

We also have opened public dockets fbr each reg&tion and are ready to receive input timyou 
now. Comments Would be most helpfill ifyOU IlOt on& idedify any Co- you may have, but 
also provide both your recrrrmnended sohltion and any supporting dfita$ ifapplicable. Also, to 

. se&n 305 cRf+3tration) Docket No. 02N-0276 
l Section 306 (Recordkeeping) Docket No. 02N-0277 
. Section 307 (Prior Notice) Docket No. 02N-0273 
. Section 303 (Detention) Docket No. 02N-0275 

If you would like to revbw comments FDA has received, you may do so at tfbe Dockets 
Management Branch between 9 ~~11. and 4 p-n, Monday through Friday. 

Wahia the FD& Ms. Linda Skladany, FDA’s Senior Associate Commis&ner for External 
IZdations, will serve as the focal point for our outreach &ixts. The Center fir Food Safety a& 
Applied Nutri&n (CFSAN) wifI t&e the lead fir the reggdations development process, 
M r. L. Robert L&C, Cl?SAN’s Director of the O&x of Regulations and Palicy, wjU serve as 
semior manager of this e%tt. Ms. Leslye M . Fraser, CFsAN’s Associate Dir fbr 
Regulations, will serve as the overall lead fix the regulations workgroups. Additkmal con&t 
itxfm m tion is contained in Attachment B. 

Lady, muly of the remaining provisions in Title III, Subtitle A of the Biotenorism Act are 
txt&tive now. Consistent w& our good gu&uce practice (GGP) regulations, 21 CFR 10.115, 
FDA plaas to issue guidance s for several of these prvvisions prior to implementing 
them  broadly. Please note that i fFDA deems it necessary to use this sew sttitory authority to 
~o~thepuMic~hpriortoissuingwritten~~ce,fwilldosooaacase-by-c~basis 
after mnsulting with tier offi~ inthe affEcted District aad w&in Headquartera 

3 
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I hope that you have fbund this infonm tion hdpfd Again, the Secretary, Dr. Crawford and I 
are cxmmitted to xx=dng the statutory dtxdbes requkd to iIl$pw the provisions ofthe 
Bkmrorism Act intended to f&t&r protect the safety of the fbod supply. 

Sincerely, 

Joseph A. Levitt 
Director 
Center for Food Sakty 

andAppliedNu~ 


